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Attorney's Docket Number: 6530.002(^15? 
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



ASSISTANT COMMISSIONER FOR PATENTS 
Washington, D.C. 20231 



Prior Application: 



Art Unit: 3763 
Examiner: M. Hayes 



SIR: This is a request for filing a 

Divisional Application under 37 C.F.R. § 1.53(b) of pending prior application Serial No. 
08/941919 filed October 1 1997 of Brett HAARALA, et al. for GUIDEWIRE 
COMPATIBLE PORT AND METHOD FOR INSERTING SAME 

1 . h Enclosed is a complete copy of the prior application including the oath or 

Declaration and drawings, if any, as originally filed. I hereby verify that the 
attached papers are a true copy of prior application Serial No. 08/941919 as 
originally filed on October 1 1997 . 

2. □ Enclosed is a substitute specification under 37 C.F.R. § 1125. 

3. □ Cancel Claims . 

4. h A Preliminary Amendment is enclosed. 

5. h The filing fee is calculated on the basis of the claims existing in the prior 

application as amended at 4 above. 



Basic Application Filing Fee 


$710 


$ 710.00 




Number of 
Claims 




Basic 


Extra 
Claims 






Total Claims 


17 




20 


0 


x$18 




Independent Claims 


5 




3 


2 


x$80 


160.00 


[ ] Presentation of Multiple Dep. Claim(s) 


+$270 




Subtotal 


$ 870.00 


Reduction by 1/2 if small entity 




TOTAL APPLICATION FILING FEE 


$ 870.00 



h A check in the amount of $ 870.00 is enclosed to cover the $71 0.00 filing fee 
and the $160.00 fee for additional independent claims. 



7. b The Commissioner is hereby authorized to charge any fees which may be 

required including fees due under 37 C.F.R. § 1.16 and any other fees due 
under 37 C.F.R. § 1 .17, or credit any overpayment during the pendency of 
this application to Deposit Account No. 06-0916. 

8. b Amend the specification by inserting before the first line, the sentence: 

--This is a divisional application of Serial No. 08/941,919, filed October 1, 
1997 (pending), which is incorporated herein by reference.- 



9. □ 

10. E 

11. □ 
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New formal drawings are enclosed. 

The prior application is assigned of record to: Boston Scientific Corporation . 



Priority of application Serial No. 



., filed on 



in 



(country) is claimed under 35 U.S.C. § 119. A certified copy 

□ is enclosed or □ is on file in the prior application. 

12. □ A verified statement claiming small entity status 

□ is enclosed or □ is on file in the prior application. 

13. is The power of attorney in the prior application is to at least one of the 

following: FINNEGAN, HENDERSON, FARABOW, GARRETT & DUNNER, 
LLP., Douglas B. Henderson, Reg. No. 20,291; Ford F. Farabow, Jr., Reg. 
No. 20,630; Arthur S. Garrett, Reg. No. 20,338; Donald R. Dunner, Reg. 
No. 19,073; Brian G. Brunsvold, Reg. No. 22,593; Tipton D. Jennings, IV, 
Reg. No. 20,645; Jerry D. Voight, Reg. No. 23,020; Laurence R. Hefter, Reg. 
No. 20,827; Kenneth E. Payne, Reg. No. 23,098; Herbert H. Mintz, Reg. 
No. 26,691; C. Larry O'Rourke, Reg. No. 26,014; Albert J. Santorelli, Reg. 
No. 22,610; Michael C. Elmer, Reg. No. 25,857; Richard H. Smith, Reg. 
No. 20,609; Stephen L. Peterson, Reg. No. 26,325; John M. Romary, Reg. 
No. 26,331; Bruce C. Zotter, Reg. No. 27,680; Dennis P. O'Reilley, Reg. 
No. 27,932; Allen M. Sokal, Reg. No. 26,695; Robert D. Bajefsky, Reg. 
No. 25,387; Richard L. Stroup, Reg. No. 28,478; David W. Hill, Reg. 
No. 28,220; Thomas L. Irving, Reg. No. 28,619; Charles E. Lipsey, Reg. 
No. 28,165; Thomas W. Winland, Reg. No. 27,605; Basil J. Lewris, Reg. 
No. 28,818; Martin I. Fuchs, Reg. No. 28,508; E. Robert Yoches, Reg. 
No. 30,120; Barry W. Graham, Reg. No. 29,924; Susan Haberman Griffen, 
Reg. No. 30,907; Richard B. Racine, Reg. No. 30,415; Thomas H. Jenkins, 
Reg. No. 30,857; Robert E. Converse, Jr., Reg. No. 27,432; Clair X. Mullen, 
Jr., Reg. No. 20,348; Christopher P. Foley, Reg. No. 31,354; John C. Paul, 
Reg. No. 30,413; David M. Kelly, Reg. No. 30,953; Kenneth J. Meyers, Reg. 
No. 25,146; Carol P. Einaudi, Reg. No. 32,220; Walter Y. Boyd, Jr., Reg. 
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14. H 

15. □ 

16. H 



No. 31,738; Steven M. Anzalone, Reg. No. 32,095; Jean B. Fordis, Reg. 
No. 32,984; Roger D. Taylor, Reg. 28,992; Barbara C. McCurdy, Reg. 
No. 32,120; James K. Hammond, Reg. No. 31,964; Richard V. Burgujian, 
Reg. No. 31,744; J. Michael Jakes, Reg. No. 32,824; Thomas W. Banks, 
Reg. No. 32,719; Christopher P. Isaac, Reg. No. 32,616; Bryan C. Diner, 
Reg. No. 32,409; M. Paul Barker, Reg. No. 32,013; Andrew Chanho Sonu, 
Reg. No. 33,457; David S. Forman, Reg. No. 33,694; Vincent P. Kovalick, 
Reg. No. 32,867; James W. Edmondson, Reg. No. 33,871; Michael R. 
McGurk, Reg. No. 32,045; Joann M. Neth, Reg. No. 36,363; Gerson S. 
Panitch, Reg. No. 33,751; Cheri M. Taylor, Reg. No. 33,216; Charles E. Van 
Horn, Reg. No. 40,266; Linda A. Wadler, Reg. No. 33,218; Jeffrey A. 
Berkowitz, Reg. No. 36,743; Michael R. Kelly, Reg. No. 33, 921; James B. 
Monroe, Reg. No. 33,971; Doris Johnson Hines, Reg. No. 34,629; Allen R. 
Jensen, Reg. No. 28,224; Lori Ann Johnson, Reg. No. 34,498; and David A. 
Manspeizer, Reg. No. 37,540. 

The power appears in the original declaration of the prior application. 

Since the power does not appear in the original declaration, a copy of the 
power in the prior application is enclosed. 

Please address all correspondence to FINNEGAN, HENDERSON, 
FARABOW, GARRETT and DUNNER, L.L.P., 1300 I Street, N.W., 
Washington, D.C. 20005-3315. 



1 7. □ Recognize as associate attorney . 



18. a 



(name, address & Reg. No.) 
Also enclosed is an Information Disclosure Statement and FORM PTO 1449. 
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PETITION FOR EXTENSION . If any extension of time is necessary for the filing of this 
application, including any extension in the parent application, Serial No. 08/941,919 , 
filed October 1. 1997 , for the purpose of maintaining copendency between the parent 
application and this application, and such extension has not otherwise been requested, 
such an extension is hereby requested, and the Commissioner is authorized to charge 
necessary fees for such an extension to our Deposit Account No. 06-0916. A duplicate 
copy of this paper is enclosed for use in charging the deposit account. 

FINNEGAN, HENDERSON, FARABOW, 
GARRETT & D UNNER . LLP. 



Date: October 18, 2000 




fnthony M 
Reg. No. 
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Group Art Unit: Unassigned 
Examiner: Unassigned 



In re Application of: 

Brett HAARALA, et ai. 

Serial No.:Unassigned 

[divisional of S/N 08/941,919] 
Filed: Herewith 

For: GUIDEWIRE COMPATIBLE 
PORT AND METHOD FOR 
INSERTING SAME 

Assistant Commissioner for Patents 
Washington, D.C. 20231 

Sir: 



PRELIMINARY AMENDMENT 

Prior to the examination of the above-referenced divisional application, please 
amend this application as follows: 
IN THE CLAIMS : 

Please cancel claims 1-9, 13-22, 28-34, and 43 without prejudice or disclaimer, 
and amend claims 10-12 and 44 as follows: 
In claim 10, line 4, delete "central"; and 

line 5, change "into" to -through-; 

1 1 . (Amended) The access port according to claim 10, wherein a reservoir is 
formed [between the self-sealing access septum and] in the lower body and said 
catheter is in flow communication with the reservoir through said outlet. 

12. (Amended) The access port according to claim 10, wherein the upper 



body has an access site disposed therein in addition to said guidewire entry site . 
44. (Amended) [The] An access port [of claim 43 wherein] having a body 

■ j 

substantially made of a rigid impenetrable material and having an outlet configured to 
;i be fixedly attached to a catheter in continuous, unimpeded fluid communication with a 
reservoir disposed within said body, said body having a self sealing penetrable septum 

■ disposed in the upper portion thereof and a closeable port in said body opposite said 
;; catheter outlet and substantially in alignment therewith providing outside entry to said 
!i reservoir, said port [is] being closed by a threaded bolt or screw. 



Applicants have amended the language of claim 10-12 to improve the clarity of 
the claim language and amended claim 44 to place this claim in independent form. 
Claims 10-12, 23-27, 35-42, and 44 are pending. 

If the Examiner believes a telephone conversation would advance the 
prosecution of the present application, the Examiner is invited to contact the 
undersigned (202-408-4244). 

If there is any fee due in connection with the filing of this Preliminary 
Amendment, please charge the fee to our Deposit Account No. 06-0916. 



REMARKS 



Respectfully submitted, 



FINNEGAN, HENDERSON, FARABOW, 
GARRETT & DUNNER, LLP. 




Anthony M. Gyrawski 
Reg. No. 38,742 



wegan, Henderson, !' 



Dated: October 18, 2000 
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Attorney Docket No.: 06530-0020 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
APPLICATION FOR LETTERS PATENT 



FOR 



GUIDEWIRE COMPATIBLE PORT AND 
METHOD FOR INSERTING SAME 



BY 

BRETT HAARALA, 
WILLIAM SHAW 
AND 
CHRIS DAVEY 
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BACKGROUND OF THE INVENTION 

1 1 The present invention relates to an implantable access port assembly which includes an 

j \ attachable catheter. The present invention further relates to an access port usable with an 
; : attachable catheter that may be inserted into a patient as a unit using a guidewire, the unit having 
an entry site for a guidewire. 

An access port connected to a catheter is used to provide an easily accessible site by 
which fluids can be easily introduced into or extracted from a remote site in a patient. To place 
an access port and catheter, a catheter is introduced into a vein, artery, existing lumen, created 
Q lumen or into other locations in the patient. A guidewire may first be used to facilitate the 

^ positioning of the catheter in the patient. Whether a guidewire is used to place the catheter 

3 depends on the characteristics of the catheter, the patient's anatomy at the access point, any 

ly constrictions in the catheters pathway and the like. Where a guidewire is used to help position 

Jl the catheter, it is first inserted into the patient and advanced to the intended location. Once the 

eg guidewire is in place, the catheter is threaded on and positioned over the guidewire in the desired 

C3 . location and the guidewire removed, an access port is then attached to the catheter and inserted 

into a "surgical pocket" in the patient at the access site. The attachment of the access port to the 
catheter can, however, be difficult due to the lubricious nature of the catheter and access port 
during insertion. Additionally, the physician does not have much maneuverability with the 
■ catheter since the distal end of the catheter has been placed at a specific location and the 
proximal end of the catheter has been cut to a length that optimizes placement of the catheter and 
< t e can °hen de r son , access port into the surgical pocket. Therefore, the physician must be careful in manipulating 
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Additionally, there is a concern that the catheters may become detached from the access \ 

I port after implantation, causing the fluids not to reach their intended location. Integral ports and 

i i 
catheters have not been used where s guidewire is required to place the catheter since the j 

I ! 
i ; 

proximal end of the catheter/access port is closed, thereby preventing withdrawal of the j 
: guidewire once the catheter is in place. 

Access ports used are usually constructed with a rigid-body such as shown in U.S. Patent 
No. 5,6 1 3,945. The access ports are made of materials such as titanium, acetal, polysulfone, etc., ; 
and have a self-sealing silicone access septum that is accessible percutaneously and through 
which a needle is inserted to inject or remove fluids from the access port's reservoir. An access 
port must first be located by palpating the skin at the access site. While a rigid-body access port 
is easy to find by palpation, a rigid-body has possible drawbacks such as tissue compression and 
erosion in the overlying layer, discomfort, and the like. The access septum is small relative to 
the size of access port. However, a smaller access septum results in a higher concentration of 
needle punctures in a smaller area, which in turn could be painful for the patient and may lead 
to necrosis of the tissue overlying the access port as well. The smaller access septum also : 

increases the likelihood that the septum "target" will be missed more frequently when attempting [ 

I 

to access the septum. j 
One known soft-bodied access port is made of silicone formed around a wire-mesh j 
: support to help it maintain its shape. One problem with this structure is that the wire mesh could : 
interfere with the insertion of a guidewire. 
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SUMMARY OF THE INVENTION 

i \ 

1 1 Accordingly, the present invention is directed to an access port with an attachable catheter 

i I 
I t 

! : that substantially obviates one or more of the problems due to limitations and disadvantages of 
• the related art. 

To achieve these and other advantages in accordance with the purpose of the invention, 
as embodied and broadly described, the invention includes an access port device having a central 
body portion with a self-sealing access septum and a reservoir, an outlet for fixedly attaching a 
catheter to the central body, and a self-sealing site, which can be a second septum disposed in 
f 3 the body for inserting a guide wire or a stylet into the reservoir and into the catheter. 

1 J In one preferred embodiment the invention also includes an access port assembly having 

lz a self-sealing access septum, a catheter integrally attached to the access port and one or more 

I J lumens configured to receive a guidewire or stylet for guiding the catheter in a body. 

1* In another preferred embodiment the invention further includes a soft-bodied access port 

m having an access port body and a needle stop disposed in the bottom of a reservoir. 

C3 The accompanying drawings, which are incorporated in and constitute a part of this 

specification, illustrate several embodiments of the invention and, together with the description, 
serve to explain the principles of the invention. 
; ! Additional features and advantages of the invention will be set forth in the description 
: which follows, and in part will be apparent from the description or may be learned by the 
practice of the invention. The objectives and or other advantages of the invention will be 
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1 realized and attained by the access port and/or catheter particularly pointed out in the written 

I descriptions and claims hereof, as well as in the accompanying drawings. 

i 
i 

ij BRIEF DESCRIPTION OF THE DRAWINGS 

i t — — — - . 

i i FIG. 1 shows a known access port and attachable catheter. 

1 1 

\ FIG. 2 is a top view of an access port in accordance with a first embodiment of the 

■ | 

1 present invention. 

; FIG. 3 is a rear view of the access port of Fig. 1 . 

FIG. 4 is a cross sectional view of the access port of Fig. 1 . 
FIG, 5 is a cross sectional view of the access port of Fig. 1. 
FIG. 6 is another cross sectional view of the access port of Fig. 2 with a needle and 
guidewire inserted through the access port and into the catheter, 
o FIG, 7 is a top view of an access port in accordance with a second embodiment of the 

?0 present invention. 

^ FIG. 8 is a rear view of the access port of Fig. 7. 

FIG. 9 is an exploded view of the access port of Fig. 7. 

FIG. 1 0 is a cross sectional view of an access port in accordance with a third embodiment 
: of the present invention 

FIG. 1 1 is a partial cut away in a rear view of the access port of Fig. 10. 
■ 1 FIG. 12 is a cross sectional view of an access port in accordance with a fourth 
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FIG. 13 is a partial cut away in a rear view of the access port of Fig. 12. 
FIG. 14 is cross sectional view of the access port of Fig. 12. 

FIG. 15 is a side view of an access port and catheter in accordance with a fifth 
embodiment of the present invention. 

FIG. 16 is a cross sectional view of the catheter of Fig. 15. 
! FIG. 17 is a side view of an access port and catheter in accordance with a sixth 

i 

j embodiment of the present invention. 

i FIG. 18 is a cross sectional view of the catheter of Fig. 17. 

FIG. 19 is a bottom view of a portion of the catheter of Fig. 17. 
! FIG. 20 is a side view of an access port and catheter in accordance with a seventh 

embodiment of the present invention. 

FIG. 21 is a cross sectional view of the catheter of Fig. 20. 

FIG. 22 is a bottom view of a portion of the catheter of Fig. 20. 

FIG. 23 is a side view of an access port and catheter in accordance with an eighth 
; embodiment of the present invention. 
I FIG. 24 is a rear view of the access port of FIG. 23. 



FIG. 25 is a side cross section view of an access port and catheter in accordance with a 
ninth embodiment of the present invention. 

FIG. 26 is a bottom view of the access port of Fig. 25. 

FIG. 27 is a side cross section view of the access port of Fig. 25 with the bottom plate 
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FIG. 28 is a side cross section view of an access port and catheter in accordance with a 

; ! 

[ I 

I • tenth embodiment of the present invention. 

! , 

'! 

FIG. 29 is a rear view of the access port of Fig. 28. 
! FIG. 30 is a side cross section view of an access port and catheter in accordance with an 
eleventh embodiment of the invention. 

FIG. 31 is a rear view of the access port of Fig. 30. 

DESCRIPTION OF THE PREFERRED E MBODIMENTS 

c j Reference will now be made in detail to the present embodiments of the invention, and 

q examples which are illustrated in the accompanying drawings. Wherever possible, the same 

«= reference numbers will be used throughout the drawings to refer to the same or like parts. It 

J y should be understood that the disclosed embodiments are merely exemplary of the invention, 

h which may be embodied in various forms. Therefore, the details disclosed herein are not to be 

C3 interpreted as limiting, but merely as the basis for the claims and as a basis for teaching one 

^ skilled in the art how to make and/or use the invention. 

The present invention represents an improvement over conventional access ports and 
access port/catheter assemblies. One embodiment of the invention includes an access port with 
an attachable catheter that allows for a guidewire or stylet to be inserted through the catheter to 
i aid in the placement of the catheter prior to inserting the access port into a pocket in a patient. 
Another embodiment of the invention includes an access port with an attached catheter and a 
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1 ' self-sealing second septum in the access port for inserting a guidewire or stylet into and through 

ii 

• ' the access port and into the attached catheter. 

i! Figs. 2 to 6 illustrate a first embodiment of an access port 10 with an attachable 

i ! 
i 

! ! catheter 12 in accordance with the present invention. Access port 10 is shown from the top in 

i i 

; ! Fig. 2 and has a target area 14 for insertion of a needle (not shown) into a self-sealing access 
1 septum 16 (see also Fig. 4). Access port 10 can be made of any material compatible with a long 
residence time in the patient. Such materials would include, but are not limited to titanium, 
acetal, and polysulfone. Access port 10 also has a plurality of suture sites 18 for securing the 
H access port 10 into a surgical pocket in the patient (not shown). Preferably, the plurality of 

1 1 suture sites 1 8 are designed to minimize tissue in-growth and allow for easy removal, such as 

== by reinforcing the sites with solid silicone. Underlying the access septum 16 is a reservoir 17 

; y into which a needle (not shown) may be inserted through the access septum 1 6 and fluids either 

f i injected or removed from the reservoir 17. On the backside of access port 10 is a self-sealing 

CO second septum 20 allowing a guidewire 21 (see Fig. 6) to be inserted into the access port 10 

^ through reservoir 17, out outlet 24 of the access port 10, and into catheter 12 as shown in Fig. 

6. In order to facilitate the insertion of the guidewire through the self-sealing second septum 20, 
a non-coring needle 26 of suitable size can be used to make a path through the second septum 20. 
It is also possible to use other devices that can create an entry through the septum 20, such as a 
1 specially-designed cannula or even sufficiently stiff guidewire that can be pushed through the 
septum 20. 
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; ; Catheter 12 is fixedly attached to the access port body 10 on an outlet tube 28. The 
i ! connection between the catheter 12 and outlet tube 28 of access port 10 is intended to be leak- 

. i 

\ proof and fixed so that the access port is not easily removable from the catheter. The catheter 
may be attached by bonding the catheter to the outlet tube 28, integrally forming the catheter 

■ with the access port body, or using connectors, such as a threaded connector, a pull-actuated 
connector, and an "interference barb" connector, although other types of connections may be 
used. Additionally, although not shown in the figures, the catheter 12 may have a thicker wall 
portion adjacent to the access port 10 or be reinforced to resist kinking of the catheter at outlet 
O tube 28. Reinforcement of the catheter may include, but is not limited to, a reinforcing braid 

inside the catheter wall, a variable durometer catheter, a catheter using stress relief at the 
connection, etc. If a thicker walled catheter is used, the catheter 12 may gradually taper to a 
:Ly normal catheter wall thickness downstream from access port 10. 

lj A method for inserting the access port 10 and catheter 12 is achieved in the following 

| g manner. Entry into the patient's vessel is made as for any other catheter insertion, using, for 

^ J example, the Seldinger method A measuring guidewire (not shown) may be advanced to the 

desired termination point such as, for example, the superior vena cava of the heart. The distance 
from the insertion point to the desired location, the superior vena cava, is determined and 
catheter 12 is then trimmed to the corresponding length. The catheter, depending on the type of 
connection to the access port, may be trimmed at either end. A pocket is then formed under the 
skin at the entry point to receive port 10, As shown in Fig. 6, access into the port body, using 
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guidewire 21 is inserted through the non-coring needle 26 into and through the reservoir 17, 
through outlet 28, and through catheter 12. The distal end of guidewire 21, with the access 
^port/catheter assembly slipped over it, is then inserted into the patient and advanced to the 

i i 

I; desired location (e.g., superior vena cava). The catheter 12 and port 10 assembly is then 
advanced over the guidewire 21 until the tip of catheter 12 is positioned at the desired location 
along the guidewire. The guidewire 21 and non-coring needle 26 are removed from the self- 
sealing second septum 20. The access port 10 and reservoir 17 are accessed through the access 
septum 16 with a non-coring needle (not shown) and flushed to ensure proper operation. The 
access port 10 is then sutured into place using suture sites 18. The incision used to create the 
pocket is then closed, concealing the access port 10. The guidewire can also be inserted into the 
patient and then the access port/catheter slid over the catheter. 

A second embodiment of the invention is shown in Figs. 7-9. As shown in those figures, 
access port 40 has an upper body 42, a target area 44, a plurality of suture sites 48, and a hole 46 
for inserting a needle (not shown) and guidewire (not shown) into and through the access port 
40 and into catheter 12 as in the first embodiment. As shown in Fig. 9, the access port 40 is 
made of three pieces: upper body 42, lower body 50, and a self-sealing access septum 52. Self- 
sealing access septum 52 preferably fits snugly into upper body 42 and creates a reservoir area 
54 between the access septum 52 and lower body 50. As with the first embodiment, catheter 1 2 
is attached to the lower body 50 at outlet port 56. Although not shown, a stiff guidewire or a 
non-coring needle as described for the first embodiment can be inserted into the hole 46 (Fig. 8) 
^c A Ii°hendersow in the u PP er bod y 42 md thr ough the self-sealing access septum 52 to provide a path for a 
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i guidewire (not shown) into and through access port 40 and through output port 56 into the 
I catheter 12, As in the first embodiment, the access port bodies 42 and 50 could be made of a 
! relatively firm or hard biocompatible material such as acetal, titanium, and polysulfone. The 
■ insertion of access port 40 into a patient is performed in a manner similar to that described above 
for access port 10. 

A third embodiment of the invention is shown in Figs. 1 0 and 1 1 . This third embodiment 
of the access port 60 is a soft-bodied port, e.g., made of silicone, or other appropriate materials 
that provide characteristics such as self-sealing and long residence times. Access port 60 is 
f 3 generally shaped as in the first embodiment illustrated in Figs. 2-7 and also has a target area 62 

^ through which a needle can be inserted to inject or remove fluids from reservoir area 64. 

' 2 Additionally, access port 60 has a rigid insert 66 which extends under and around reservoir area 

y 64 and guidewire access hole 68 in an open configuration which can have sides to form a 

Jf; shallow dish or tray. The rigid insert 66, made from titanium or other rigid material, provides 

if, an indication to a person inserting a needle into the access port 60 that the needle has reached 

0 the reservoir area 64 and the fluids can be injected or removed as needed (needle stop). The 
advantage of a soft-bodied access port such as access port 60 is that when a needle hits the hard 
needle stop 66, the person knows that the needle tip is in the reservoir. With a hard-bodied 
access port, there is a possibility that the needle has missed the access system and the hard 
surface that is encountered is the outside surface of the hard-body access port. Thus, the soft- 
bodied access port eliminates the uncertainty in locating the reservoir 64. 
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I As shown in a partial cutaway of Fig. 1 1 , the rigid insert 66 may have a hole 68 providing \ 

i . 

I access to a needle and/or guidewire to aid in the insertion of the guidewire into the catheter 12, f 

i ! 
i 

I as in the first two described embodiments of the invention. It should be noted that the outlet area j 

^ l 
70 is shaped to guide the guidewire into catheter 12. Although not shown, the rigid insert 66 j 

j 

may stop below the outlet 24. 

A raised circular area, concentric circles, or some other way of marking (not shown) the 
location of hole 68 can be made on the back side of the access port 60. Alternatively, the : 
guidewire and/or needle can be pre-inserted, thereby reducing the possibility of missing the ■ 
hole 68 or the outlet 24 by the physician. 

Figs. 23 and 24 illustrate the embodiment of the invention where rigid insert 130 in soft- 
bodied access port 60 has slopping sides 131 and 132 to increase the angle of access through the 
septum 133. As with the previously discussed third embodiment, the rigid insert 130 can have 
sides to form a dish or tray and the back side 13 1 of the insert can be provided with a hole 135 
and target indicia (not shown) to facilitate proper alignment of a guidewire or needle. 

It should be also noted that access port 60 need not be used in conjunction with the 
guidewire access hole 68 and attached catheter 12, but can also be used with a detachable 
catheter and catheter connector (not shown) on outlet 72, thereby eliminating the need for access 

i i 

1 j hole 68. One advantage of using soft bodied access port 60 having a hardened insert over other 
j ! access ports is that when a needle contacts the hard insert, there is little doubt that the needle is 
. in the reservoir area 64 as discussed above. Additionally, a soft body port produces less 
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ji 

j A fourth embodiment of the present invention is shown in Figs. 12 and 13. Access port 

80 is substantially similar to the embodiment shown in Figs. 10 and 1 1. However, the rigid 

I 

j insert 82 does not extend upwardly as far at the back side of the reservoir area 83 or have the 
self-sealing guidewire access hole 68 as shown in Fig. 11. Rather, a needle with a guidewire or 

a stiff guidewire could be inserted anywhere in the area 84 as shown in Fig. 14. An inserted 

i 

needle and guidewire is generally directed toward the catheter 12 and guided into the lumen of 
■ catheter 12 by the narrowing area 86 shown in Fig. 13. Alternatively, concentric circles or other 
; markings could be used on the back side of access port 80, opposite area 86, to indicate a proper 

area for inserting the needle and guidewire. Such a marking may also include a horizontal line 

along the back side of access port 80 to indicate the height of the rigid body 82 at the backside 

of reservoir 83. 

An alternative embodiment of the invention for allowing a guidewire to be used with an 
access port and catheter is shown in Figs. 15-22. As previously described, prior art practice has 
involved first inserting the guidewire into the patient, then slipping the catheter alone over the 
guidewire and positioning it and then removing the guidewire before attaching the access port 
to the catheter. In accordance with the described embodiment of the present invention, the 
\ guidewire is inserted directly into a lumen of the catheters shown in Figs. 15-22 with the access 
: port already in place and subsequently withdrawn in the same manner once the catheter is in 
' position, In this embodiment, whereby the guidewire is passed directly into a lumen of the 
catheter, any access port can be attached to the catheter since the guidewire does not enter the 
assembly through the access port. 
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Figs. 25-27 illustrate an embodiment of the present invention in which access port 140 
having soft bodied septum 141 is provided with a removable panel 143 to give open access to 
reservoir 144. As shown in Fig. 27, removal of panel 143 from the bottom of port 140 opens 

I j reservoir 144 to permit insertion of guidewire 145 through the reservoir and into opening 147 

, i 

I I into the lumen of catheter 12. 

! | 

Figs. 28-3 1 illustrate a further embodiment of the present invention in which access to 
i reservoir 151 in access port 150 having soft septum 152 disposed within hard body 158 is 
; through channel 153 which is otherwise closed by threaded bolt 54 in hole 155 at the back side 
: 156 of the access port. Removal of bolt 154 allows a guidewire or stylet (not shown) to be 
inserted in a direct line through reservoir 151 into catheter 12* Figs. 30 and 31 illustrate the 
alternative use of a recessed set screw or plug 157 in hole 155. 

As shown in Figs. 15-16, the catheter 100, fixedly attached to the access port 102, has a 
truncated lumen 104 located on the underside of catheter 100. Truncated lumen 104 is shown 
on the underside of catheter 100 in Figs. 15-16, but could be located anywhere around the 
, periphery of catheter 100, i.e., the side, the top, etc. As with the previous embodiments, the 
catheter 100 is cut to length by using a measuring wire or guidewire to determine the correct 
length from the insertion point to the location point, e.g., superior vena cava. After the catheter 

i 

! 100 is cut to an appropriate length, a guidewire is inserted into and through the truncated open 
lumen 104 through opening 106. The guidewire (not shown) is then inserted into the patient at 
the insertion point and advanced to the desired location in the patient. The access port 102 and 
catheter 100 are then slid over and along the guidewire and inserted into the patient as described 
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i 1 before. Similarly, the guidewire could first be inserted into the patient and the catheter then 
i i slipped over the inserted guidewire. Depending on the type of use and location of use, the length 
! of lumen 104 may vary from very short to the entirety of the catheter. When the lumen 104 is 
, shorter than the length of catheter 100, its position along the catheter may also vary depending 
, on the type of trimming, method of insertion, etc. 

Figs. 17-19 show an alternative multi-lumen catheter 1 10 attached to an access port 102 
(again, any access port would be acceptable). Rather than the truncated open lumen 104 as in 
the previous embodiment, multi-lumen catheter 110 has a skive 112 allowing access to a 
*i guidewire (not shown) into the secondary lumen 1 14. The combination of the access port 102 

I j * and catheter 1 10 are inserted and secured into the patient in substantially the same manners as 

described for the previous embodiments. The skive 1 12, or opening, could be located anywhere 
I' along the length of the catheter between the access port 102 and the distal end of the catheter. 

q Additionally, the secondary lumen 1 14 could be located anywhere around the circumference of 

M catheter 110. 

^ An alternate but related way to insert an access port/catheter assembly is using a 

■ guidewire with a single lumen catheter. Rather than having the second lumen, the guidewire 
could be inserted into the side wall of the single lumen catheter. Preferably, if the catheter is 
made from resealable materials so that the guidewire can be inserted anywhere along the length 
of the catheter (with or without a needle) and subsequently removed without leakage. 
Alternatively, the catheter could have a resealable, predetermined area, band, or section into 

LAW s °" " c " which the guidewire could be inserted. After the guidewire is inserted into the catheter, the 
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guidewire would be advanced to the desired location and the catheter advanced over the 
guidewire to that same location. If the insertion point is near the access port, the physician 

! | would be able to ensure that the catheter has resealed itself after the guidewire/needle is 

' i 
, i 

; ! removed. On the other hand, if the access point for the guidewire were closer to the distal end 

I 

; I of the catheter, then resealing properties of the catheter may not be as important since the hole 

' would be close to the target area. 

Another embodiment of the present invention is shown in Figs. 20-22 including an access 

■ port 102 and catheter 120. Rather than the truncated open lumen 104 or multi-lumen 

: >l catheter 110 with a skive 112 as in the previous two embodiments in Figs. 15 and 17 
respectively, this embodiment has a narrow slit 122 along the underside of catheter 120 into 

; secondary lumen 124. The slit 122 could also be placed anywhere around the catheter 120. The 

1 side portions of slit 122 should be close together to prevent the guidewire from slipping out of 
the secondary lumen 124. In some instances the resilient sides of slit 122 may actually touch to 
close the slit. The physician could insert the guidewire (not shown) in one of several ways. 

; First, after determining appropriate length for catheter 120, the physician could insert the 

| 1 guidewire at a distal end of catheter 120 and continue to feed the guidewire into the secondary 

j : 

lumen 124 until it exited catheter 120 at an opening 126. Alternatively, the physician could also 
press the guidewire into secondary lumen 124 through slit 122 along the entire length of the 
appropriately trimmed catheter 120. Once the catheter has been inserted and placed into the 
patient, the guidewire can be removed by sliding the guidewire out through slit 122 or 
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opening 126. Depending upon the geometries encountered by the physician, the guidewire can 
come out of the secondary lumen 124 at any point along the slit 122 as required. 
I It will be apparent to those skilled in the art that various modifications and variations can 
! i be made in the apparatus and method of the present invention without departing from the spirit 

| ; or scope of the invention. Thus, it is intended that the present invention cover the modifications 

i 1 

; : and variations of this invention provided they come within the scope of the appended claims and 

: i 

j their equivalents. 
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WHAT IS CLAIMED IS : 

1 . An integrated access port assembly comprising in combination: 
an access port having an attachable catheter and a self-sealing septum; 

said assembly having one or more sealable entry sites disposed therein, at least one of which 
comprises a guidewire entry site adapted to accept and permit withdrawal of a guidewire or stylet 
and direct it into said catheter thereby facilitating placement of the catheter. 

2. The access port assembly according to claim 1 wherein said guidewire entry site 
is a portion of said self-sealing septum. 

3. The access port assembly according to claim 1 wherein the access port includes 
\3 a reservoir which is in flow communication with a first lumen of said catheter. 

" 4. The access port assembly according to claim 1 wherein said guidewire entry site 

is a second self-sealing septum in said access port. 
O 5. The access port assembly according to claim 1 wherein said guidewire entry site 

1% is a predetermined area in said access port. 

6. The access port assembly of claim 1 wherein said guidewire entry site is disposed 
in said catheter. 

7. The access port assembly according to claim 1, wherein the catheter has a second 
; lumen extending along a portion of the catheter and the guidewire entry site comprises an 

opening into the second lumen. 

8. The access port assembly according to claim 7, wherein said opening is 
4ec^°henderson intermediate the attached access port and a distal end of the catheter. 

.rabow, Garrett 

3 DUNNER, LLP. 

JOO I STREET, N. W. 
iHtNGTON, DC 2OO05 

20a --ioa-^ooo 

- 17- 



9. The access port assembly according to claim 1, wherein the catheter includes a 
. reinforced portion adjacent the access port, 

1 0. An access port device comprising: 

a body portion having an upper body, a lower body attachable to the upper body, 

and a self-sealing septum between the upper and lower bodies; 

an outlet for fixedly attaching a catheter to the central body portion; and 

a guidewire entry site disposed in the upper body for inserting a guidewire into 

the septum and into said outlet. 

1 1 . The access port according to claim 1 0, wherein a reservoir is formed between the 
self-sealing access septum and the lower body and said catheter is in flow communication with 
the reservoir through said outlet. 

12. The access port according to claim 10, wherein the upper body has an access site 
disposed therein. 

13. An access port device comprising: 

a body having a self- sealing first access septum disposed in a top portion of the 

body; 

an outlet for fixedly attaching a catheter to the central body; 
a self-sealing second septum disposed in the body for inserting a guidewire 
through the body and into the outlet. 

1 4. The access port according to claim 13, wherein a reservoir is formed in the body 



jec^henderson, ^ ls m fr° w communication with the catheter through the outlet. 
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1 5 . The access port according to claim 14, wherein the outlet has an axis therethrough 
and the second septum is disposed opposite the outlet along the outlet axis. 

16. The access port according to claim 13, wherein the catheter includes a reinforced 
portion adjacent the access port. 

17. The access port according to claim 13, wherein the body portion is made of one 
of titanium, acetal, and polysulfone and the septums are made of silicone. 

18. An access port assembly comprising: 

an access port having a self-sealing access septum; 

a catheter fixedly attachable to the access port, the catheter having a first lumen 
in flow communication with the port when attached to the access port and a second lumen 
having an entry site adapted to accept a guidewire into the second lumen. 

19. The access port according to claim 18, wherein said entry site is an opening 
intermediate the access port and a distal end of the catheter. 

20. The access port according to claim 18, wherein the catheter includes a reinforced 
portion adjacent the access port. 

21. The access port according to claim 18, wherein said entry site is a slit in the 
catheter, the slit extending substantially the length of the catheter. 

22. The access port according to claim 1 8, wherein the slit has a width smaller than 
the guidewire. 
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23. An access port comprising: 

an access port body including a reservoir; 

an outlet in flow communication with the reservoir for attaching the access port 
body to a catheter; 

a rigid insert positioned in the bottom portion of the reservoir. 

24. The access port according to claim 23, wherein the rigid insert extends into the 

outlet. 

25. The access port according to claim 23, wherein the reservoir has a periphery and 
the rigid insert extends upward around the periphery. 

26. The access port according to claim 23, wherein the rigid insert includes an 
opening in the upward extension allowing a guidewire to be passed therethrough. 

27. The access port according to claim 23, wherein the rigid insert has an narrowing 
area adjacent the outlet. 

2 S. An access port device comprising: 

a body having a self-sealing first access septum disposed in a top portion of the 

body; 

an outlet disposed in the body for fixedly attaching a catheter; and 
a self-sealing second septum disposed in the body for inserting a guidewire 
through the body and outlet and into the catheter when attached to the access port. 

29. The access port according to claim 28, wherein a reservoir is formed in the body 
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■ ; 30. The access port according to claim 28, wherein the outlet has an axis therethrough 

! and the second septum is disposed opposite the outlet along the outlet axis. 

> f 

: 31. A method for inserting an access port fixedly attached to a catheter into a body 

comprising the steps of: 

inserting a guidewire into a means for directing the guidewire into the catheter; 
inserting the guidewire into the body; 

manipulating the catheter and access port over the guidewire to place the distal 
end of the catheter at the desired location; 
13 removing the guidewire from the patient and access port; and 

^ inserting and securing the access port in the body. 

?;: z 32. A method for inserting an access port fixedly attached to a catheter into a body 

W comprising the steps of: 

IZ inserting a guidewire into the body; 

in inserting a proximal end of the guidewire into a means for directing the guidewire 

^3 into the catheter while the guidewire is in the body; 

manipulating the catheter and access port over the guidewire to place the distal 
end of the catheter at the desired location; 

removing the guidewire from the patient and access port; and 

inserting and securing the access port in the body. 
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33. A method for inserting an access port assembly comprising an access port fixedly 
attached to a catheter into a body comprising the steps of: 

inserting a guidewire into an entry site in said assembly to direct the guidewire 
through the catheter; 

inserting the guidewire into the body; 

manipulating said assembly over the inserted guidewire to place the distal end of 
the catheter at the desired location in the body; 

removing the guidewire through said entry site from the assembly and body; 
securing the assembly in the body. 

34. The method of claim 33 wherein said entry site is in the catheter. 

35. An access port having a body substantially made of a penetrable self-sealing 
material and having an outlet for fixedly attaching a catheter in fluid communication with a 
reservoir disposed within said body, said reservoir having a rigid insert positioned at least along 
the bottom thereof. 

36. The access port of claim 35 wherein said rigid insert extends up the side of said 
reservoir accommodating said catheter outlet and up the side of the reservoir opposing said 
catheter outlet. 

37. The access port of claim 35 wherein said rigid insert extends up all sides of said 
reservoir to form a tray shape. 

38. The access port of claim 36 wherein the side portion of said rigid insert extending 
opposite the catheter outlet has a sealable access hole therein. 
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1 1 39. The access port of claim 37 wherein the side portion of said rigid insert extending 

|| 

1 1 opposite the catheter outlet has a sealable access hole therein. 

' i 

1 1 

! 40. The access port of claim 36 wherein said side extensions of said insert slope 

; inwardly downward and the side extension opposite the catheter outlet has a sealable access hole 
• therein. 

41. The access port of claim 37 wherein said side extensions of said insert slope 
inwardly downward and the side extension opposite the catheter outlet has a sealable access hole 
[ , therein. 

C 3 42 . An access port having a body substantially made of a rigid, impenetrable material 

l !J and having an outlet for fixedly attaching a catheter in fluid communication with a reservoir 

disposed within said body; said body having a self sealing penetrable septum disposed in the 
I J upper portion thereof and a removable access panel disposed in the bottom portion thereof to 

iZ provide access to said reservoir. 

IP 43 . An access port having a body substantially made of a rigid impenetrable material 

C3 and having an outlet for fixedly attaching a catheter in fluid communication with a reservoir 

disposed within said body; said body having a self sealing penetrable septum disposed in the 
upper portion thereof an a closeable port in said body opposite said catheter outlet and 
: substantially in alignment therewith providing outside entry to said reservoir. 

44. The access port of claim 43 wherein said port is closed by a threaded bolt or 

screw. 
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ABSTRACT 

An access port assembly having an attachable catheter allows for inserting a guidewire 
into the catheter to aid in the placement of the integral catheter while still attached to the access 
port assembly. A method is described for placing an access port fixedly attached to a catheter 
into a patient using a guidewire inserted into the catheter. 
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and further that these statements were made w*h the knowledge that willful false statements and the lice so made are punishable by fine or imprisonment, or both, 
under section 1 001 of TiBe 1 8 of the United States Code, and that such wfflful false statements may jeopardize the validity of the application or any patent issuing 
thereon. 
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Residence 

114 Hamder Ave,, Watertown, MA 


Citizenship 
Untted States 


Post Office Address 
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FuD Name of Second inventor ! 
William SHAW A 
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Full Name of Third Inventor 
Chris DAVEY 
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Citizenship 
Canadian 
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